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Surgeon Generd Carmonaand members of the task force, on behaf of the more than 51,000 clinicaly
practicing physcian assgtantsin the United States, the American Academy of Physician Assigantsis
pleased to comment on the important issue of drug importation. Thank you for the opportunity to share
with you the perspective of physcian assstants on thisimportant topic.

In 2003, approximately 192 million patient vidts were made to physician assigtants (PAs) and
approximately 236 million medications were prescribed or recommended by PAs. PAswork in every
specidty and in every practice setting in every state and care for patients of al ages. Over 20% of PAs
work in rura or underserved areas.

What al those PAs have in common is a commitment to providing quality, cost- effective and accessble
hedth care. That is, in fact, the Academy’s mission statement and it will guide our remarks on the issue
before you. While AAPA has no specific policy on drug importation we do have severa related policies.

7 The Academy supports a Medicare prescription drug benefit plan that is universal, mandatory for
al bendficiaries, integrated into the basic benefit package, is not afinancid hardship to
beneficiaries, includes catastrophic coverage, has a defined, comprehensive benefit, and permits
hedlth care providers to sdlect medications using gppropriate medica judgment that includes
consderation of cost effectiveness, safety, and efficacy.

? The Academy supports legidative efforts to block the diverson of prescription drugsto illicit
channels and prevent the sale or trade of samples, while preserving appropriate access by
physicians, physician assistants, and other gppropriate hedlth care practitioners to samples of
prescription drugs from pharmaceutical manufacturers.

” The Academy believesthat al physician assstants should become knowledgesble of programs
sponsored by loca governments, the private sector, and pharmaceutica companies that make
available prescription medications free of charge or at areduced cost for underinsured, uninsured,
and underserved patients.

For physician assstants, the focus is on the patient. PAs understand that consumers and state purchasers
need affordable drugs. PAs understand that the pharmaceutica industry and distributors want to insure
safety aswell asincentives for future drug development. In the world our memberslive in the argument
seems to be framed as, “what trade- offs are we willing to accept to baance safety and affordability?’
Ensuring a safe and genuine drug supply is critical but so is assuring an accessible one. Safe drugs that are
unaffordable are of no benefit to those who need them the most. | know it is cliché and anecdota but many
PAs have shared with me their stories of patients who must often choose between their medications or their
groceries.

| have spoken with PAsin Maine, Sesttle, Detroit, and others. They tell stories of how their older patients
get on buses on the weekends to drive to Canada to buy their drugs. It s the only way they can afford
them. One of our members described it thisway: “Who do you think is going to Canadato get their drugs?
Do you think it is the insured patient with a pharmacy card who for $20 can pick up their prescription for
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Lipitor at theloca pharmacy? No, it isthe fixed income senior or working uninsured person who is heading
across the border to essentidly pay cash for their prescription because there is no other way.” PAsin
Texas and Cdifornia shere smilar stories about their patients who travel to Mexico.

Our patients are buying brand name drugs. They are not going across the border to buy generics. The
drugs are manufactured to the same standards and are often in the same packaging as the drugs sold in the
U.S. Are Canadians suffering any dire consequences due to unsafe drugs in their syssem? It doesn’t seem
to be so.

Clearly, there are issues of safety to consider. Unsafe, counterfeit drugs gppear to enter the system when
the traditiond distribution system breaks down. When retailers or distributors buy drugs through other
channels or consumers purchase their drugs through Internet pharmacies the supply is at risk. PAs generdly
do not recommend that their patients buy drugs over the Internet unless they know the Site has areputation
for providing qudity products.

It begs the question again, “who is mogt likely to purchase drugs from an Internet pharmacy. Who is most
vulnerable to be scammed with the counterfeit, ineffective or unsafe medications some of these Sites
provide?’ Again, | think the answer islikdly those on low fixed incomes or the uninsured. The demand for
less expensve sources of medications has dso pardleed the growth in the number of uninsured inthe U.S.
which the Ingtitute of Medicine estimates to be 43 million persons.

We appreciate the efforts of some pharmaceutica companies to make available discounted drugs to the
poorest patients who need them. We are optimigtic that the new Medicare discount drug card will assist
some of our seniors in affording the drugs they need. We gppreciate the viewpoint of many governors that
Canada or Europe offers some solutions to an immediate financid crisis. However, the problem of
unaffordable drugsisjust one symptom of our aling hedth system. Making hedth care, in generd, more
affordable, more ble and safer isalarger problem beyond the jurisdiction of this task force but a
context for your recommendations that cannot, it seem, be ignored.

At best, dlowing importation from Canada or other industria countriesis alimited solution to those
broader problems. There need to be more permanent solutions to the inequities of drug pricing. Especialy
since from the perspective of physician ass stants the people who are paying the most for their medications
are the ones who can least afford it.

There are other potentid fixes like giving consumers the ability to order directly from wholesders. States
could be cregtive in finding ways to negotiate Canada:like prices for drugs. We are not the experts on
those solutions, we are experts on patient care, we know patient care. We need patients to be able to
obtain the drugs they need at a price they can afford. The safest drug in the world does not help the patient
who cannot afford to takeit.

Recently, the Academy has been focusing on ways to improve patient adherence. Last month, the
Academy brought together experts on patient adherence including representatives from the Surgeon
Generd’ s office to discuss the state- of-the-art and begin to sat aresearch agenda. All hedlth professionals
know that adherence by patients to the therapeutic plan isa crucid part of improving hedth. PA students
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learn the “four Ms’ of nonadherence: misunderstanding, motivation, medication, and money. What thistdls
usisthat even if weimproved patient- provider communication and hedth literacy, even if we motivated
patients to become hedlthier, even if we designed drugs that had no untoward side effects, we would il
have aproblem if the drug were not affordable.

Physician assstants fed strongly about their role as patient advocates. Whatever recommendations you
make, we would encourage them to be patient- centered. Patient- centerednessis just one aim of the idedl
hedlth system envisoned by the Ingtitute of Medicine in its landmark report on the hedlthcare system. The
other aims for a21% century hedthcare system are equally applicable to our drug supply. It should be safe,
effective, timdy, efficient and equitable.

Patients don't just need medicinesthat are either safe or affordable; they need medicines that are both safe
and affordable. Finding waysto achieve that will diminish the need for our poorest patient to go to Canada
or Mexico or be taken by Internet scams.

Thank you for the opportunity to present the American Academy of Physician Assistants view on drug
importation. The issues you face are extraordinarily complex and we commend you for your work. Please
do not hesitate to contact usif we can be of any further assstance.
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AAPA'’s Response to Drug Importation Task Force Questions

|. Scope and volume of imported drugs

Non-FDA approved drugs should not be alowed for reimportation. At this point, importation should be
limited to FDA approved drugs manufactured to U.S. specifications either personally transported or
imported through a trustworthy entity. FDA could provide information to consumers about which entities
were “trustworthy.” It is highly likely that importation would be limited to the most expensive brand drugs.
If ageneric verson existed then the drug would be aless likdly target for import. Additiondly, chronic use
medication are likely targets for importation. Although some PAs are alittle hesitant to support the
importation of controlled substances (especidly schedule [ and 111), there is no specific evidence which
supports different importation rules for these drugs.

1. Impact on pharmaceutica distribution system

The didribution chain still needsto be explicit and tracegble. Thereis evidence that evenin the U.S. when
the digtribution chain becomes long and convoluted; it is more susceptible to the introduction of counterfeit
and unsafe medications. Limiting importation to trustworthy sources that have been recognized by FDA for
their conformity to such standards would be desiregble.

I11. Extent to which foreign health agencies are able to ensure safety

It seems reasonable to limit importation to countries that are committed to FDA-like safety and
accountability of their nation’s pharmaceutica supply.

IV. Identify the limitations on the secretary’ s ability to certify safety
Drugs that are not FDA-approved and do not have a traceable supply chain cannot be certified as safe.
V. Edimate agency resources to ingpect pharmaceuticals entering the country

By setting up a system whereby entities apply to be trustworthy importers, resources would only be needed
to investigate and monitor those few importers.

V1. Identify ways in which importation could violate intellectud property rights

By importing only U.S. approved medications, intellectua property rights would be preserved.

VII. Edtimate the cosgts borne by entities within the digtribution chain to provide security

One could argue that no additional costs are necessary other than those that should dready bein placeto

protect the security of the digtribution chain from the entry of counterfeit drugs. Those same technologies
will need to beimplemented in the U.S. digtribution chain as well.
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VIII. Assess the potentia short- and long-term impact on drug prices and prices for consumers associated
with importing drugs from other countries

Currently, it is estimated that Americans are spending $1 billion dollars buying drugs from Canada. That
represents considerable interest by consumersin saving money. In the U.S. favored customers pay about
haf of what individuas buying their drugs &t retail prices pay. Even with additiona cogts for security
importing drugs it islikely there would Hill be subgtantive savings for seniors and uninsured patients. The
cost savings of importation will only disgppear when al consumers can get the benfit of favored customers
and others, like Canada, that have negotiated significantly lower prices for drugs.

IX. Assess the impact on drug research and development if importation were permitted

It has become very expensve for pharmaceutical companies to bring drugs to market. It is understandable
that companies need to generate funds to continue research and development. However, it seems that
companies have focused on more and more expensive blockbuster drugs over the years and are less
committed to developing drugs that have substantial impact but less return on investment, like vaccines for
example. Companies dso spend a great ded on marketing. Until true and equitable pricing plansarein
placeit is unclear what the impact will be on research and devel opment.

X. Identify the ligbility protections that should bein place if importation is permitted

The same ligbility protections should be in place that currently exist for the U.S. drug digtribution system. If
aimportation pharmacy dispenses the wrong medication, they should be liable asaU.S. pharmacy would
be. The same holds true if a counterfeit drug gets into the import ditribution chain, the distributers aswell
as the counterfeiters should be liable.

XI. Andyze whether anti-counterfeiting technologies could improve the safety of productsin the domestic
market as wdll as those which are imported

At this point, the magnitude of the counterfeit drug problem in the U.S. seemsrather small. Again, the key
to minimizing the problem is having a dear didribution chain. Internet pharmacies without a clear
digribution chain may give rise to the problem. However, the demand for Internet pharmacies would be
lessened with more equitable drug pricing.



